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(54) Ablation catheter and method for isolating a pulmonary vein 



(57) A catheter assembly for treatment of cardiac 
arrhythmia, for example, atrial fibrillation, by electrically 
isolating a vessel, such as a pulmonary vein, from a 
chamber, such as the left atrium. The catheter assembly 
includes a catheter body 22 and at least one electrode 
26. The catheter body includes a proximal portion 28, 
an intermediate portion 30 and a distal portion 32. The 
intermediate portion extends from the proximal portion 
and defines a longitudinal axis. The distal portion 
extends from the intermediate portion and forms a sub- 

20 



stantially closed loop 34, parallel or transverse to the 
longitudinal axis. The at least one electrode 26 is dis- 
posed along the loop. With this configuration, the loop is 
axially directed into contact with the chamber wall about 
the vessel ostium. Upon energization, the electrode 
ablates a continuous lesion pattern about the vessel 
ostium, thereby electrically isolating the vessel from the 
chamber. 
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Description 

[0001] The present invention relates to an ablation 
catheter for treatment of cardiac arrhythmia, for exam- 
ple atrial fibrillation. More particularly, it relates to an 
ablation catheter configured to electrically isolate a ves- 
sel, such as a pulmonary vein, from a chamber, such as 
the left atrium with a continuous lesion pattern. 
[0002] The heart includes a number of pathways 
that are responsible for the propagation of signals nec- 
essary to produce continuous, synchronized contrac- 
tions. Each contraction cycle begins in the right atrium 
where a sinoatral node initiates an electrical impulse. 
This impulse then spreads across the right atrium to the 
left atrium, stimulating the atria to contract. The chain 
reaction continues from the atria to the ventricles by 
passing through a pathway known as the atrioventricu- 
lar (AV) node or junction, which acts as an electrical 
gateway to the ventricles, the AV junction delivers the 
signal to the ventricles while also slowing it, so the atria 
can relax before the ventricles contract. 
[0003] Disturbances in the heart's electrical system 
may lead to various rhythmic problems that can cause 
the heart to beat irregularly, too fast or too slow. Irregu- 
lar heart beats, or arrhythmia, are caused by physiolog- 
ical or pathological disturbances in the discharge of 
electrical impulses from the sinoatrial node, in the trans- 
mission of the signal through the heart tissue, or spon- 
taneous, unexpected electrical signals generated within 
the heart. One type of arrhythmia is tachycardia, which 
is an abnormal rapidity of heart action. There are sev- 
eral different forms of atrial tachycardia, including atrial 
fibrillation and atrial flutter. With atrial fibrillation, instead 
of a single beat, numerous electrical impulses are gen- 
erated by depolarizing tissue at one or more locations in 
the atria (or possibly other locations). These unex- 
pected electrical impulses produce irregular, often rapid 
heartbeats in the atrial muscles and ventricles. Patients 
experiencing atrial fibrillation may suffer from fatigue, 
activity intolerance, dizziness and even strokes. 
[0004] The precise cause of atrial fibrillation, and in 
particular the depolarizing tissue causing "extra" electri- 
cal signals, is currently unknown. As to the location of 
the depolarizing tissue, it is generally agreed that the 
undesired electrical impulses often originate in the left 
atrial region of the heart. Recent studies have expanded 
upon this general understanding, suggesting that nearly 
90% of these "focal triggers" or electrical impulses are 
generated in one (or more) of the four pulmonary veins 
(PV) extending from the left atrium. In this regard, as the 
heart develops from an embryotic stage, left atrium tis- 
sue may grow or extend a short distance into one or 
more of the P Vs. It has been postulated that this tissue 
may spontaneously depolarize, resulting in an unex- 
pected electrical impulse(s) propagating into the left 
atrium and along the various electrical pathways of the 
heart. 

[0005] A variety of different atrial fibrillation treat- 



ment techniques are available, including drugs, surgery, 
implants, and catheter ablation. While drugs may be the 
treatment of choice for some patients, drugs typically 
only mask the symptoms and do not cure the underlying 

5 cause. Implantable devices, on the other hand, usually 
correct an arrhythmia only after it occurs. Surgical and 
catheter-based treatments, in contrast, will actually cure 
the problem by ablating the abnormal tissue or acces- 
sory pathway responsible for the atrial fibrillation. The 

w catheter-based treatments rely on the application of var- 
ious destructive energy sources to the target tissue, 
including direct current electrical energy, radiofre- 
quency electrical energy, laser energy, and the like. The 
energy source, such as an ablating electrode, is nor- 

75 mally disposed along a distal portion of a catheter. 
[0006] Most ablation catheter techniques employed 
to treat atrial fibrillation focus upon locating the ablating 
electrode, or a series of ablating electrodes, along 
extended target sections of the left atrium wail. Because 

20 the atrium wall, and thus the targeted site(s), is rela- 
tively tortuous, the resulting catheter design includes 
multiple curves, bends, extensions, etc. In response to 
recent studies indicating that the unexpected electrical 
impulses are generated within a PV, efforts have been 

25 made to ablate tissue within the PV itself. Obviously, the 
prior catheter designs incorporating convoluted, multi- 
ple bends are not conducive to placement within a PV. 
Instead, a conventional "straight ended" ablation cathe- 
ter has been employed. While this technique of tissue 

30 ablation directly within a PV has been performed with 
relatively high success, other concerns may arise. 
[0007] More particularly, due to the relatively small 
thickness of atrial tissue formed within a PV, it is likely 
that ablation of this tissue may in fact cause the PV to 

35 shrink or constrict. Because PVs have a relatively small 
diameter, a stenosis may result. Even further, other vital 
bodily structures are directly adjacent each PV These 
structures may be undesirably damaged when ablating 
within a PV. 

40 [0008] In light of the above, an alternative technique 
has been suggested whereby a continuous ablation 
lesion pattern is formed in the left atrium wall about the 
ostium associated with the PV in question. In other 
words, the PV is electrically isolated from the left atrium 

45 by forming an ablation lesion pattern that surrounds the 
PV ostium. As a result, any undesired electrical impulse 
generated within the PV could not propagate into the left 
atrium, thereby eliminating unexpected atria contrac- 
tions. 

so [0009] Unfortunately, while PV isolation via a con- 
tinuous ablation lesion pattern about the PV ostium 
appears highly viable, no acceptable ablation catheter 
configuration exists. Most atrial fibrillation ablation cath- 
eters have linear distal ends, designed for manipulation 

55 in a sliding fashion along the atrial wall. That is to say, 
the distal, electrode-carrying end of the catheter is typi- 
cally slid along (or parallel to) the atrial wall. With this 
generally accepted configuration in mind, it may be pos- 
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sible to shape the distal, electrode-carrying end into a 
small ring sized in accordance with the PV ostium. For 
example, U.S. Patent No. 5,617,854 discloses one such 
possibility. More particularly, the described ablation 
catheter includes a substantially ring- shaped portion s 
sized to contact the ostium of the coronary sinus. Pursu- 
ant to conventional designs, the ring extends linearly 
from the catheter body. In theory, the ring-shaped por- 
tion may be placed about a PV ostium. However, proper 
positioning would be extremely difficult and time con- ro 
suming. More particularly, it would be virtually impossi- 
ble to locate and then align the ring about a PV ostium 
when sliding the catheter along the atrium wall. The ring 
must be directed toward the ostium in a radial direction 
(relative to a central axis of the ostium). Even if the elec- is 
trophysiologist were able to direct the ring to the ostium, 
the periodic blood flow through the PV would likely force 
the ring away from the atrium wall, as the catheter body 
would not provide any support. 

[0010] A related concern entails mapping of a PV 20 
prior to ablation. In cases of atrial fibrillation, it is neces- 
sary to identify the origination point of the undesired 
electrical impulses prior to ablation. Thus, it must first be 
determined if the electrical impulse originates within 
one or more PVs. Once the depolarizing tissue has 25 
been identified, necessary ablation steps can be taken. 
Mapping is normally accomplished by placing one or 
more mapping electrodes into contact with the tissue in 
question. In order to map tissue within a PV. therefore, a 
relatively straight catheter section maintaining two or 30 
more mapping electrodes must be extended axially 
within the PV. Ablation catheters configured to slide 
along the atrial wall cannot include a separate, distal 
extension for placement within the PV. Instead, an 
entirely separate mapping catheter must be provided as 
and then removed for subsequent replacement with the 
ablation catheter. Obviously, these additional steps 
greatly increase the overall time required to complete 
the procedure. 

[0011] Electrical isolation of a pulmonary vein via to 
an ablation lesion pattern surrounding the pulmonary 
vein ostium presents a potentially revolutionary tech- 
nique for treatment of atrial fibrillation. However, the 
unique anatomical characteristics of a pulmonary vein 
and left atrium render currently available ablation cathe- 45 
ters minimally useful. Therefore, a substantial need 
exists for an ablation catheter designed for consistent 
positioning of one or more ablation electrodes about a 
pulmonary vein ostium, as well as for providing pulmo- 
nary vein mapping information. 50 
[001 2] One aspect of the present invention provides 
a catheter assembly for treatment of cardiac arrhythmia. 
The catheter assembly includes a catheter body and at 
least one electrode. The catheter body includes a prox- 
imal portion, an intermediate portion and a distal por- ss 
tion. The intermediate portion extends from the proximal 
portion and defines a longitudinal axis. The distal por- 
tion extends from the intermediate portion and forms a 



substantially closed loop transverse to the longitudinal 
axis The electrode is disposed along the loop. With this 
configuration, upon activation, the electrode ablates a 
continuous lesion pattern in a plane substantially per- 
pendicular to the longitudinal axis. When placed about 
an ostium of a vessel associated with a chamber formed 
within a patient, the continuous lesion pattern estab- 
lished by the electrode electrically isolates the vessel 
from the chamber. For example, the catheter assembly 
may be provided for treatment of atrial fibrillation 
whereby the lesion pattern in formed to electrically iso- 
late a pulmonary vein (vessel) from the left atrium 
(chamber). In one preferred embodiment, the catheter 
assembly further includes a mapping device for map- 
ping tissue within the vessel. 
[0013] Another aspect of the present invention 
relates to a catheter assembly for treatment of cardiac 
arrhythmia. The catheter assembly comprises a cathe- 
ter body and at least one electrode. The catheter body 
includes a proximal portion, an intermediate portion and 
a distal portion. The intermediate portion extends from 
the proximal portion and defines a longitudinal axis. The 
distal portion extends from the intermediate portion and 
forms a substantially closed loop. The loop defines a 
loop axis substantially parallel to the longitudinal axis. 
The electrode is disposed along the loop. With this con- 
figuration, upon energization, the electrode ablates a 
continuous lesion pattern in a plane substantially per- 
pendicular to the longitudinal axis. When placed in con- 
tact with tissue, the electrode ablates a continuous 
lesion pattern, isolating tissue within the lesion pattern. 
For example, the catheter assembly may be provided for 
treatment of atrial fibrillation whereby the lesion pattern 
is formed to electrically isolate a pulmonary vein from 
the left atrium. In one preferred embodiment, the cathe- 
ter assembly further includes a mapping device extend- 
ing distal the loop for mapping tissue. 
[0014] Another aspect of the present invention 
relates to a method for forming an ablation pattern to 
electrically isolate a vessel, defining an ostium, from a 
chamber formed within a patient for treatment of cardiac 
arrhythmia. The method includes selecting a catheter 
assembly comprising a catheter body and at least one 
electrode. The catheter body defines a longitudinal axis 
and includes a proximal portion and a distal portion. The 
distal portion forms a substantially closed loop trans- 
verse to the longitudinal axis, the loop defining a loop 
axis substantially parallel to the longitudinal axis. The 
electrode is disposed along the loop. The distal portion 
of the catheter body is guided into the chamber and is 
directed to a position spaced from the vessel ostium, 
with the loop axis being substantially aligned with a 
center of the vessel ostium. The distal portion is 
advanced in a direction parallel with the loop axis such 
that the loop contacts the chamber wall about the vessel 
ostium. Finally, the electrode is energized to ablate a 
continuous lesion pattern about the vessel ostium to 
electrically isolate the vessel from the chamber. For 
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example, the method may be utilized to electrically iso- 
late a pulmonary vein (vessel) from the left atrium 
(chamber) by forming a lesion pattern about the pulmo- 
nary vein ostium. In one preferred embodiment, the 
method further includes mapping the vessel with a map- 
ping electrode. 

[0015] Yet another aspect of the present invention 
relates to a method of electrically isolating a vessel from 
a chamber formed within a patient, the vessel defining 
an ostium in a wall of the chamber, for treatment of car- 
diac arrhythmia. The method includes ablating a contin- 
uous, closed lesion pattern in the chamber wall about 
the vessel ostium. The lesion pattern electrically iso- 
lates the vessel from the chamber. For example, the 
method may be utilized to electrically isolate a pulmo- 
nary vein from the left atrium. 

BRIEF DESCRIPTION OF THE DRAWINGS 

[0016] 

FIG. 1A is a side-etevational view of a catheter 
assembly in accordance with the present invention; 
FIG. 1B is a perspective view of a portion of the 
catheter assembly of FIG. 1 A; 
FIG. 1C is an end view of a portion of the catheter 
assembly of FIG. 1A; 

FIG. 1 D is an end view of a portion of an alternative 
catheter assembly in accordance with the present 
invention; 

FIGS. 2A-2D illustrates use of the catheter assem- 
bly of FIG. 1 A within a heart; 
FIG. 3A is a side view of a portion of an alternative 
catheter assembly in accordance with the present 
invention; 

FIG. 3B is an end view of the catheter assembly of 
FIG. 3A; 

FIG. 3C is a side view of a portion of an alternative 
catheter assembly in accordance with the present 
invention; 

FIG. 3D is a simplified cross-sectional view of a por- 
tion of the heart and a portion of the catheter 
assembly of FIGS. 3A and 3B; 
FIG. 4A is a side view of a portion of an alternative 
catheter assembly in accordance with the present 
invention; 

FIG. 4B illustrates placement of the catheter 
assembly of FIG. 4A within the left atrium of a heart; 
FIG. 5A is a side view of a portion of an alternative 
catheter assembly in accordance with the present 
invention; 

FIG. 6 is a side view of a portion of an alternative 
catheter assembly in accordance with the present 
invention; 

FIG. 7 is a side view of a portion of an alternative 
catheter assembly in accordance with the present 
invention; 

FIG. 8 is a side view of a portion of an alternative 



catheter assembly in accordance with the present 
invention; 

FIG. 9A is a side view of a portion of an alternative 
catheter assembly in accordance with the present 
s invention, in a deployed position; 

FIG. 9B is a side view of the catheter assembly of 

FIG. 9A in a retracted position; 

FIG. 10 is a side view of a portion of an alternative 

catheter assembly in accordance with the present 

invention; 

FIG. 11 is a side view of a portion of an alternative 
catheter assembly in accordance with the present 
invention; and 

FIGS. 1 2A and 1 2B are side views of a portion of an 
is alternative catheter assembly in accordance with 
the present invention. 

DESCRIPTION OF THE PREFERRED EMBODI- 
MENTS 

20 

[0017] One preferred embodiment of a catheter 
assembly 20 in accordance with the present invention is 
shown in FIGS. 1A-1C. The catheter assembly 20 is 
comprised of a catheter body 22, a handle 24 and elec- 
25 trades 26. As described in greater detail below, the 
catheter body 22 extends from the handle 24, and the 
electrodes 26 are disposed along a portion of the cath- 
eter body 22. 

[0018] The catheter body 22 is defined by a proxi- 

30 mal portion 28, an intermediate portion 30 and a distal 
portion 32, and includes a central lumen (not shown). 
Although not specifically shown, the catheter body may 
be configured for over-the-wire or rapid exchange appli- 
cations. In one preferred embodiment, the proximal por- 

35 tion 28, the intermediate 30 and the distal portion 32 are 
integrally formed from a biocompatible material having 
requisite strength and flexibility for deployment within a 
heart. Appropriate materials are well known in the art 
and include polyamide. 

40 [0019] The intermediate portion 30 extends from 
the proximal portion 28. The proximal portion 28 and the 
intermediate portion 30 are preferably flexible, so as to 
facilitate desired articulation during use. In general 
terms, however, the intermediate portion 30 defines a 

45 longitudinal axis L1 . It should be recognized that in one 
position (shown in FIG. 1A), the longitudinal axis L1 
extends linearly through the intermediate portion 30 and 
the proximal portion 28. Upon deployment, it may be 
that the proximal portion 28 and/or the intermediate por- 

50 tion 30 is forced to a curved or curvilinear orientation. 
With this in mind, the longitudinal axis L1 is more specif- 
ically defined as a center of the intermediate portion 30 
adjacent a point of intersection between the distal por- 
tion 32 and the intermediate portion 30, as best shown 

55 in FIG. 1C. 

[0020] The distal portion 32 extends from the inter- 
mediate portion 30 and forms a loop 34. In one pre- 
ferred embodiment, the loop 34 is circular, formed in a 
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plane transverse to the longitudinal axis LI. To this end, 
the distal portion 32 preferably includes a lateral seg- 
ment 36. The lateral segment 36 extends in a generally 
lateral fashion from the intermediate portion 30. The 
loop 34 extends from the lateral segment 36 in an arcu- 
ate fashion, turning or revolving about a central loop 
axis C1 (shown best in FIG. 1B). While the loop 34 is 
shown in FIG. 1A as forming a single revolution about 
the central loop axis CI, the loop 34 may instead 
include a plurality of revolutions to def ine a spiral or coil. 
In the one preferred embodiment depicted in FIGS. 1A- 
1C, the central loop axis C1 is aligned with the longitu- 
dinal axis L1. Alternatively, however, the lateral segment 
36 may be eliminated such that the loop 34 extends 
directly from the intermediate portion 30. Even further, 
the lateral segment 36 may be configured such that the 
central loop axis C1 is offset from the longitudinal axis 
L1 . Regardless of the exact construction, however, the 
central loop axis C1 is preferably substantially parallel to 
the longitudinal axis L1. 

[0021] As best shown in FIG. 1C, the loop 34 pref- 
erably extends to form a circle in a frontal plane. Alter- 
natively, a variety of other shapes may also be useful. 
For example, as shown in FIG. 1D, a square-shaped 
loop is depicted. The loop 34 may further assume a tri- 
angular, rectangular, octagonal, or other closed shape. 
Returning to FIGS. 1A-1C, regardless of the exact 
shape, the loop 34 is preferably substantially closed and 
can be defined by a proximal end 40 and a distal end 42. 
To effectuate the preferred "closed" configuration of the 
loop 34, the distal end 42 is preferably adjacent the 
proximal end 40. In fact, the distal end 42 may contact 
the proximal end 40, although this relationship is not 
required. Alternatively, the distal end 42 may be longitu- 
dinally spaced from the proximal end 40. With this con- 
figuration, the distal portion 32 is preferably sufficiently 
flexible such that upon contact with a tissue wall, the 
distal end 42 will deflect proximally to a position adja- 
cent the proximal end 40. 

[0022] Regardless of the exact shape, the loop 34 
preferably defines an enclosed area A greater than a 
size of an ostium (not shown) associated with a particu- 
lar vessel to be isolated, as described in greater detail 
below. In one preferred embodiment, the catheter 
assembly 20 is configured to electrically isolate a pul- 
monary vein from the left atrium. With this one preferred 
application, where the loop 34 is circular, the loop 34 
has a diameter in the range of approximately 10-20 mm, 
more preferably 15 mm, although other sizes, either 
greater or smaller, are acceptable. 
[0023] The loop 34 may be formed in a variety of 
ways, such as by incorporating a preformed section of 
super elastic, shape memory material, such as Nitinol, 
with a loop configuration. To facilitate guiding of the dis- 
tal portion 32 into a heart (not shown), the catheter 
assembly 20 may include a stylet (not shown) internally 
disposed within the catheter body 22. In an extended 
position, the stylet would extend through the distal por- 



tion 32, so as to render the loop 34 straight. Upon 
retraction of the stylet, the distal portion 32 would form 
the loop 34. Alternatively, the catheter assembly 20 may 
include a sheath (not shown) slidably receiving the cath- 

5 eter body 22. Prior to deployment, the distal portion 32 
would be retracted within the sheath, rendering the loop 
34 straight. Upon deployment from the sheath, the distal 
portion 32 would form the loop 34. Other similar 
approaches tor providing the loop 34 are similarly 

to acceptable. 

[0024] The handle 24 is preferably sized to be 
grasped by a user and includes an electrical connector 
44. The electrical connector provides electrical connec- 
tions to the electrodes 26 carried by the distal portion 

15 32. To this end, wire(s) (not shown) may extend within 
the central lumen (not shown) from the distal portion 32 
to the handle 24. 

[0025] The electrodes 26 are preferably of a type 
known in the art and are preferably a series of separate 

20 band electrodes spaced along the loop 34. Instead of, 
or in addition to, separate band electrodes, the elec- 
trodes 26 may include one or more spiral or coil elec- 
trodes, or one or more counter-electrodes. Additionally, 
the electrodes 26 are preferably non-thrombogenic, 

25 non-coagulum or char forming. The electrodes 26 may 
be cooled by a separate source (not shown), such as a 
saline source. The electrodes 26 may be electrically iso- 
lated from one another, or some or all of the electrodes 
26 may be electrically connected to one another. Prefer- 

30 ably, however, at least one electrode 26 is provided. The 
electrodes 26 are preferably shaped and positioned 
such that during an ablation procedure, a continuous, 
closed therapeutically-effective lesion pattern is cre- 
ated. Preferably, the length of each of the electrodes 26 

35 is about 4-12 mm, more preferably about 7 mm. The 
spacing between each of the electrodes 26 is preferably 
about 1-3 mm, and more preferably about 2 mm. Finally, 
to effectuate a continuous, closed lesion pattern, prefer- 
ably one of the electrodes 26 is disposed at the proximal 

40 end 40 of the loop 34, and another of the electrodes 26 
is disposed at the distal end 42. As previously 
described, it is not necessary that the loop segment 38 
be formed such that the proximal end 40 and the distal 
end 42 are integral. Instead, a slight spacing may exist. 

45 With this in mind, the spacing or gap between the elec- 
trode 26 at the proximal 40 and the electrode 26 at the 
distal end 42 is preferably less than about 5 mm. 
[0026] FIGS. 2A and 2B illustrate use of the cathe- 
ter assembly 20 shown in FIGS. 1A-1C within a heart 

so 50. As a point of reference, the heart 50 includes a right 
atrium RA, a left atrium LA, a right ventricle RV and a 
left ventricle LV. An inferior vena cava IVC and a supe- 
rior vena cava SVC lead into the right atrium RA. The 
right atrium RA is separated from the left atrium LA by 

55 an interarterial septum (not shown). Finally, four pulmo- 
nary veins PV extend from the left atrium LA. Each of 
the pulmonary veins PV forms an ostium PVO in the left 
atrium LA wall. As previously described, during forma- 
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tion of the heart 50, it is possible that tissue of the left 
atrium LA may grow upwardly into one or more of the 
pulmonary veins PV. This left atrium LA tissue may 
spontaneously depolarize, resulting in atrial fibrillation. 
Notably, the heart 50 may be formed such that a sepa- 
rate ostium PVO is not formed for each individual pul- 
monary vein PV. In other words, a single pulmonary vein 
ostium PVO may be formed for two pulmonary veins PV. 
For example, a single pulmonary vein ostium PVO may 
be formed for both the left inferior pulmonary vein PV 
and the left superior pulmonary vein PV, with the two 
pulmonary veins PV bifurcating from the single ostium 
PVO. 

[0027] As shown in FIG. 2A, electrical isolation of a 
pulmonary vein PV begins by directing the distal portion 
32 of the catheter body 22 through the inferior vena 
cava IVC, into the right atrium RA through a puncture in 
the interarterial septum (not shown) and into the left 
atrium LA. Alternatively, the introduction of the distal 
portion 32 of the catheter body 22 into the right atrium 
RA is also suggested by passage of the distal portion 32 
into the right atrium RA through the superior vena cava 
SVC. The loop 34 is positioned slightly spaced from the 
ostium PVO associated with the pulmonary vein PV to 
be treated. More particularly, the loop 34 is positioned 
such that the central loop axis C1 (FIG. 1B) is approxi- 
mately aligned with a center of the pulmonary vein 
ostium PVO. The catheter body 22 is then advanced 
distally such that the loop 34 contacts the left atrium LA 
wall about the pulmonary vein ostium PVO in question, 
as shown in FIG. 2B. In other words, the catheter body 
22 is advanced in a direction parallel with the central 
loop axis C1 such that the loop 34 contacts the left 
atrium LA wall, surrounding the pulmonary vein ostium 
PVO. Importantly, because the central loop axis C1 is 
parallel to the longitudinal axis L1, the catheter body 22 
longitudinally supports advancement of the loop 34. In 
other words, the longitudinal axis L1 is effectively 
aligned with the pulmonary vein ostium PVO such that 
blood flow from the pulmonary vein PV acts along the 
longitudinal axis L1. Thus, the catheter body 22 limits 
deflection of the loop 34 otherwise caused by blood flow 
from the pulmonary vein PV. 
[0028J The electrodes 26 (shown best in FIGS. 1A- 
1 C) are then energized to a sufficient level to ablate the 
contacted tissue, for example with an r.f. source. In one 
preferred embodiment, the electrodes 26 ablate the left 
atrium LA tissue for 30-120 seconds at a temperature in 
the range of approximately 60 - 70 degree C. As a 
result, a continuous, closed lesion pattern is formed 
around the pulmonary vein ostium PVO as shown in 
FIG. 2C. Pursuant to the above described catheter 
assembly 20 configuration, the lesion pattern is formed 
in a plane substantially perpendicular to the longitudinal 
axis L1. Notably while the lesion pattern is shown as 
being only slightly larger than the pulmonary vein 
ostium PVO, the loop 34 (FIG. 1 A) may be sized to pro- 
duce an even larger ablation lesion pattern. To this end, 



where a single pulmonary vein ostium PVO is formed for 
two pulmonary veins PV, the resulting pulmonary vein 
ostium PVO may be elongated. As shown in FIG. 2D, 
then, the loop 34 (FIG. 1A) is configured to form a con- 

s tinuous, closed lesion pattern about the elongated- 
shaped pulmonary vein ostium PVO. 
[0029] The continuous, closed lesion pattern elec- 
trically isolates the pulmonary vein PV from the left 
atrium LA. Any undesired electrical impulses generated 

10 in the pulmonary vein are effectively "stopped" at the 
lesion pattern, and will not propagate into the left atrium 
LA. An alternative catheter assembly 60 is shown in 
FIGS. 3A and 3B. The catheter assembly 60 includes a 
catheter body 62, a handle (not shown) and electrodes 

15 64. The catheter body 62 includes a proximal portion 
(not shown), an intermediate portion 66 and a distal por- 
tion 68. For ease of illustration, the handle and the prox- 
imal portion of the catheter body 22 are not shown in 
FIGS. 3A and 3B, it being understood that these compo- 
se nerrts are similar to the handle 24 and the proximal por- 
tion 28 shown in FIG. 1A. Similar to the catheter body 
22, the intermediate portion 66 extends from the proxi- 
mal portion and defines a longitudinal axis L2. The dis- 
tal portion 68 extends from the intermediate portion 66 

25 and forms a loop or coil 70 substantially transverse to 
the longitudinal axis 12 and includes a plurality of loop 
segments 72A-72C. The coil 70 is formed such that 
each of the loop segments 72A-72C revolves about a 
central loop axis C2. In one preferred embodiment, the 

30 central loop axis C2 is aligned with the longitudinal axis 
L2 defined by the intermediate portion 66. Alternatively, 
the central loop axis C2 may be offset from the longitu- 
dinal axis L2. Regardless, the central loop axis C2 is 
preferably substantially parallel with the longitudinal 

35 axis L2. 

[0030] Each of the loop segments 72A-72C prefer- 
ably defines a different diameter. For example, the first 
loop segment 72A defines a diameter slightly larger 
than that of the second loop segment 72B; whereas the 

40 second loop segment 72B defines a diameter slightly 
greater than that of the third loop segment 72C. In this 
regard, while each of the loop segments 72A-72C are 
depicted as being longitudinally spaced (such that the 
loop 70 forms a multi-lane spiral or coil), the loop seg- 

45 ments 72A-72C may instead be formed in a single plane 
(such that the loop 70 forms a unitary plane spiral or 
coil). While the loop segments 72A-72C extend distal 
the intermediate portion 66 so as to define a descend- 
ing or decreasing diameter, an opposite configuration 

so may also be employed. For example, FIG. 3C depicts a 
coil 70' having loop segments distally increasing in 
diameter. 

[0031] Returning to FIGS. 3A and 3B, the elec- 
trodes 64 are similar to the electrodes 26 (FIG. 1 A) pre- 
ss viously described, and preferably are band electrodes 
disposed along the loop segments 72A-72C. In this 
regard, each of the loop segments 72A-72C includes 
electrodes 64A-64C, respectively. In one preferred 
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embodiment, a power source (not shown) associated 
with the electrodes 64 is configured to individually ener- 
gize the electrodes 64 to varying levels. Further, the 
electrodes 64 are preferably configured to provide feed- 
back information indicative of tissue contact, such as by 
including a thermocouple. 

[0032] The catheter assembly 60 is used in a fash- 
ion highly similar to the method previously described for 
the catheter assembly 20 (as shown, for example, in 
FIGS. 2A-2C). Thus, for example, the distal portion 68 
of the catheter body 62 is directed within the left atrium 
LA (FIG. 2A) such that the loop 70 is disposed about a 
pulmonary vein ostium PVO. It should be understood 
that one or more of the loop segments 72A-72C may 
define a diameter (or area) that is less than a diameter 
(or area) of the pulmonary vein ostium PVO in question. 
For example, in the simplified cross-sectional view of 
FIG. 3D, the electrodes 64C associated with the third 
loop segment 72C (FIG. 3A) are not in contact with the 
left atrium LA wall, but instead are within the area 
defined by the pulmonary vein ostium PVO. Conversely, 
the electrodes 646 associated with the second loop 
segment 72B (FIG. 3A) and the electrodes 64A associ- 
ated with the first loop segment (FIG. 3 A) are in contact 
with the left atrium LA wall. To avoid potential collateral 
damage caused by full energization of the electrodes 
64G not in contact with the left atrium LA wall, each of 
the electrodes 64A-64C are selectively energized with a 
low energy supply. The energy level is not sufficient to 
ablate contacted tissue, but provides a low energy 
measurement, such as through a thermocouple or other 
sensing device associated with each of the electrodes 
64A-64C. If the sensing device detects a temperature 
rise, an indication is given that the particular energized 
electrode 64A, 64B or 64C is in contact with tissue of 
the left atrium LA. Following the low energy measure- 
ment procedure, only those electrodes determined to 
be in contact with the left atrium LA (for example, elec- 
trodes 64A and 64B) are powered to ablate a continu- 
ous, closed lesion pattern about the pulmonary vein 
ostium PVO, as previously described. 
[0033] Another alternative embodiment of a cathe- 
ter assembly 80 is shown in FIG. 4A. The catheter 
assembly 80 includes a catheter body 82, an electrode 
84 and a locating device 86. For ease of illustration, only 
a portion of the catheter assembly 80 is shown, and 
catheter assembly 80 may further include a handle sim- 
ilar to the handle 24 associated with the catheter 
assembly 20 (FIG. 1A) previously described. 
[0034] Catheter body 82 is defined by a proximal 
portion (not shown), an intermediate portion 88 and a 
distal portion 90. The intermediate portion 88 extends 
from the proximal portion and is defined by a proximal 
segment 92 and a distal segment 94. In a preferred 
embodiment, the distal segment 94 is preferably more 
fl xible than the proximal segment 92. With this config- 
uration, the distal segment 94 can more easily deflect 
relative to the proximal segment 92, thereby facilitating 



desired positioning of the distal portion 90 during 
deployment. In this regard, an internal pull wir (not 
shown) may be provided to effectuate desired deflection 
of the distal segment 94, Even further, an anchor 96 is 
s preferably included for facilitating a more radical dis- 
placement of the distal portion 90 relative to the inter- 
mediate portion 88. 

[0035] As with previous embodiments, the interme- 
diate portion 88 defines a longitudinal axis L3. Once 

10 again, where the intermediate portion 88 is axialfy 
aligned with the proximal portion (not shown), the longi- 
tudinal axis L3 is linear along the intermediate portion 
88 and the proximal portion. However, because the 
intermediate portion 88 is preferably bendabie relative 

15 to the proximal portion, and further because the distal 
segment 94 may bend relative to the proximal segment 
92, the longitudinal axis L3 is more succinctly defined by 
the intermediate portion 88 at the point of intersection 
between the intermediate portion 88 and the distal por- 

20 tion 90. 

[0036] Similar to the catheter assembly 20 (FIG. 
1 A) previously described, the distal portion 90 prefera- 
bly forms a loop 98. The loop 98 may include one or 
more loop segments (one is shown in FIG. 4A), with 

25 each loop segment revolving around a central loop axis 
C3. The loop 98 is formed substantially transverse to 
the longitudinal axis L3, with the central loop axis C3 
preferably aligned with the longitudinal axis L3. Alterna- 
tively, the central loop axis C3 may be slightly offset 

30 from the longitudinal axis L3. Regardless, the central 
loop axis C3 is preferably parallel with the longitudinal 
axisL3. 

[0037] The electrode 84 is shown in FIG. 4 as being 
a continuous coil electrode. Alternatively, a plurality of 
35 spaced, band electrodes or counter-electrodes may be 
used. 

[0038] Finally, the locating device 86 includes a tip 
100 configured to extend distal the loop 98. In one pre- 
ferred embodiment, the locating device 86 is integrally 

40 formed with the catheter body 82, extending from the 
distal portion 90. Alternatively, the locating device 86 
may be a separate body. Regardless, the tip 100 
extends distal the distal portion 90, and is aligned with 
the central loop axis C3 defined by the loop 98. The tip 

45 1 00 preferably has a diameter less than a diameter of a 
pulmonary vein, and a length in the range of approxi- 
mately 1-15 mm. Further, as shown in FIG. 4, the tip 
100 may include a series of mapping electrodes 102. 
The mapping electrodes 102 are electrically connected 

so to an external recording system (not shown) for provid- 
ing information indicative of tissue polarization. 
[0039] As shown in FIG. 4B, during use, the cathe- 
ter assembly 80 is directed into the left atrium LA as pre- 
viously described. The locating device 86, and in 

55 particular the tip 100, is then used to locate the pulmo- 
nary vein ostium PVO. Once located, the tip 100 is 
inserted into the pulmonary vein PV, effectively center- 
ing the loop 98 around the pulmonary vein ostium PVO. 
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Where the tip 100 includes the mapping electrodes 102, 
a mapping procedure can be performed, whereby infor- 
mation indicative of tissue activity nearby the mapping 
electrodes 102 is provided. During this mapping proce- 
dure, a determination can be made as to whether the 
particular pulmonary vein PV is generating undesired 
electrical impulses. Where it is determined that, in fact, 
tissue in the pulmonary vein PV is spontaneously depo- 
larizing, the electrode 84 is energized to form the contin- 
uous, closed lesion pattern about the pulmonary vein 
ostium PVO as previously described. 
[0040] Yet another alternative embodiment of a 
catheter assembly 110 in accordance with the present 
invention is shown in FIG. 5. The catheter assembly 1 10 
is highly similar to the catheter assembly 80 (FIG. 4A) 
and includes a catheter body 112, electrodes 1 14 and a 
locating device 116. TTie catheter body 1 12 includes a 
proximal portion (not shown) an intermediate portion 88 
defining a longitudinal axis L4 and a distal portion 120. 
The distal portion 120 extends from the intermediate 
portion 118 and forms a loop 122 substantially trans- 
verse to the longitudinal axis L4. In this regard, the loop 
122 revolves about a central loop axis C4. In one pre- 
ferred embodiment, the central loop axis C4 is aligned 
with the longitudinal axis L4. Alternatively, the central 
loop axis C4 is offset from, but substantially parallel 
with, the longitudinal axis L4. The electrodes 114 
(shown as spaced band electrodes) are disposed along 
the loop 122 for forming a continues, closed lesion pat- 
tern. 

[0041] The locating device 116 includes a tip 124 
that extends distal the loop 122. In one preferred 
embodiment, the locating device 116 is integrally 
formed with the catheter body 112 and includes map- 
ping electrodes 126 connected to an external recording 
device (not shown). Alternatively, the locating device 
1 16 may be a separate body As shown in FIG. 5, the tip 
1 24 forms a descending diameter coil, generally aligned 
with the central loop axis C4. By providing a coil config- 
uration for the tip 124, the tip 124 facilitates a more pos- 
itive centering of the loop 122 about a pulmonary vein 
ostium PVO (FIG. 4B). In one preferred embodiment, 
the tip 124 defines a maximum diameter approximating 
a diameter of a pulmonary vein. When inserted within a 
pulmonary vein, then, the tip 124 effectively lodges 
along the pulmonary vein wall. This, in turn, positions 
the loop 122 in a more central fashion about the associ- 
ated ostium. Further, by providing the mapping elec- 
trodes 126, the locating device 116 additionally serves 
as a mapping device for evaluating a particular pulmo- 
nary vein. 

[0042] It should be recognized that other devices 
can be provided to assist in centering the ablation loop 
about the pulmonary vein ostium. For example, yet 
another alternative embodiment of a catheter assembly 
130 is depicted in FIG. 6. The catheter assembly 
includes a catheter body 132, electrodes 134, a balloon 
136 and a locating device 138. The catheter body 132 is 



similar to those previously described, and includes a 
proximal portion (not shown) an intermediate portion 
140 defining a longitudinal axis L5 and a distal portion 
142. The distal portion 142 extends from the intermedi- 

5 ate portion 140 and forms a loop 144 substantially 
transverse to the longitudinal axis L5. The loop 144 
revolves about a central loop axis C5, that, in one pre- 
ferred embodiment, is aligned with the longitudinal axis 
L5. The balloon 136 is disposed along the distal portion 

w 142 distal the loop 144. In one preferred embodiment, 
the balloon 1 36 is f luidly connected to a fluid source (not 
shown), such as a pressurized reservoir of saline, by a 
lumen (not shown) formed within the catheter body 132. 
Finally, the locating device 138 includes a tip 146 

15 extending distal the loop 144. In one preferred embodi- 
ment, as shown in FIG. 6, the locating device 138 is 
integrally formed with the catheter body 1 32, with the tip 
146 extending distal the balloon 136. Alternatively, the 
locating device 138 may be a separate body, and the tip 

20 146 may be positioned between the loop 144 and the 
balloon 136. Regardless, the tip 146 preferably includes 
mapping electrodes 148. 

[0043] During use, the locating device 138 is used 
to locate a pulmonary vein PV (FIG. 4B) via the tip 146. 

25 The tip 146 axially inserted into the pulmonary vein PV. 
The mapping electrodes 148 may then be used to 
ascertain whether tissue in the pulmonary vein PV is 
spontaneously generating unexpected electrical 
impulses. Upon determining that the pulmonary vein PV 

30 requires electrical isolation, the catheter body 132 is 
deployed such that the loop 144 contacts the left atrium 
LA (FIG. 4B) wall (as previously described). The balloon 
136 is inflated such that it engages the pulmonary vein 
PV wall. Once inflated, the balloon 136 positively cent- 

35 ers the loop 144 about the pulmonary vein ostium PVO 
(FIG. 4B). 

[0044] Yet another alternative embodiment of a 
catheter assembly 160 is shown in FIG. 7. The catheter 
assembly 160 includes a catheter body 162, electrodes 

40 164, a wire basket 166 and a locating device 168. As 
with previous embodiments, the catheter body 162 
includes a proximal portion (not shown), an intermedi- 
ate portion 1 70 defining a longitudinal axis L6 and a dis- 
tal portion 1 72. The distal portion 1 72 extends from the 

45 intermediate portion 170 and forms a loop 174 trans- 
verse to the longitudinal axis L6. In this regard, the loop 
174 revolves around a central loop axis C6 that, in one 
preferred embodiment, is aligned with the longitudinal 
axis L6. 

so [0045] The wire basket 166 is maintained by the 
distal portion 172 distal the loop 174. The wire basket 
166 may be radially extended and retracted via a pull 
wire or similar activation device extending through a 
lumen (not shown) formed within the catheter body 162. 

55 [0046] Finally, the locating device 1 68 includes a tip 
176 positioned distal the loop 174. In one preferred 
embodiment, the locating device 168 is integrally 
formed with the catheter body 162 and includes map- 
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ping electrodes 178. Alternatively, the locating device 
168 may be a separate body, and the tip 176 may be 
disposed between the wire basket 166 and the loop 
174. 

[0047] During use, the catheter assembly 1 60 f unc- 5 
tions in a fashion highly similar to the catheter assembly 
130 (FIG. 6) previously described. The locating device 
168, and in particular the tip 176, is used to locate and 
map a pulmonary vein PV (FIG. 4B). The loop 174 is 
maneuvered into contact with the left atrium LA (FIG. 
4B) wall. The wire basket 166 is then radially deployed 
so as to engage the pulmonary vein PV wall. In this 
deployed position, the wire basket 166 serves to posi- 
tively center the loop 174 about the pulmonary vein 
ostium PVO (FIG. 4B). 

[0048] Yet another alternative embodiment of a 
catheter assembly 190 is shown in FIG. 8. The catheter 
assembly 1 90 includes a catheter body 1 92 (shown par- 
tially in FIG. 8), electrodes 194, a locating device 196 
and a guide catheter or sheath 198. As described in 
greater detail below, the sheath 198 coaxially maintains 
the catheter body 192 and the locating device 196 such 
that each of the catheter body 192 and the locating 
device 196 are slidable between a retracted position 
and a deployed position (shown in FIG. 8). 
[0049] The catheter body 1 92 is virtually identical to 
the catheter body 62 (FIG. 3A) previously described and 
includes a proximal portion (not shown), an intermedi- 
ate portion 200 defining a longitudinal axis L7 and a dis- 
tal portion 202. The distal portion 202 extends from the 
intermediate portion 200 and forms a coil or plurality of 
loops 204 substantially transverse to the longitudinal 
axis L7. Alternatively, the coil 204 may form a single 
loop. The coil 204 revolves around a central loop axis 
07, that, in one preferred embodiment, is aligned with 
the longitudinal axis L7. The distal portion 202, and in 
particular the coil 204, is preferably sufficiently flexible 
so as to assume a relatively straight configuration when 
retracted within the sheath 198. Further, the distal por- 
tion 202 includes a shape memory characteristic such 
that when deployed from the sheath 198, the distal por- 
tion 202 forms the coil 204 as shown in FIG. 8. 
[0050] The electrodes 194 are identical to those 
previously described and preferably comprise band 
electrodes disposed along the coil 204. Alternatively, a 
continuous coil electrode or counter-electrode may be 
provided. 

[0051 ] The locating device 1 96 is relatively rigid and 
includes a shaft 206 defining a tip 208 that preferably 
maintains mapping electrodes 210. The shaft 206 is 
sized to be slidably received within a lumen (not shown) 
in the sheath 198. As shown in FIG. 8, the tip 208 pref- 
erably assumes a coil shape with decreasing diameter. 
Alternatively, the tip 208 may be substantially straight. 
Preferably, however, the tip 208 is sufficiently flexible 
such that upon retraction into the sheath 198, the tip 
208 assumes a relatively straight form. Additionally, the 
tip 208 has a shape memory characteristic such that 



upon deployment from the sheath 198, the tip 208 
assumes the coiled shape shown in FIG. 8. For exam- 
ple, the tip 208 may include stainless steel or Nrtinol 
core wires. Further, the tip 208 may be formed from a 
shape memory alloy of Nitinol that forms the coil shape 
when heated above a certain temperature. The heat 
may be achieved through resistive heating of the wire 
directly, or by surrounding the wire with a tubular heater. 
[0052] The sheath 1 98 includes a proximal end (not 
shown) and a distal end 212, and forms at least one 
central lumen (not shown) sized to maintain the catheter 
body 192 and the locating device 196. Alternatively, a 
separate lumen may be provided for each of the cathe- 
ter body 192 and the locating device 196. Regardless, 
the sheath 198 is configured to slidably maintain each of 
the catheter body 192 and the locating device 196 in a 
relatively close relationship. In one preferred embodi- 
ment, the sheath 198 is formed of a relatively soft mate- 
rial such as 35D or 40D Pebex. 
[0053] As described above, each of the catheter 
body 192 and the locating device 196 are slidable rela- 
tive to the sheath 198. In a deployed position (depicted 
in FIG. 8), the distal portion 202 of the catheter body 
192 and the tip 208 of the locating device 196 extend 
distally from the sheath 1 98. More particularly, the locat- 
ing device 196 is positioned such that the tip 208 is dis- 
tal the coil 204. In this extended position, the tip 208 is 
essentially aligned with the central loop axis L7. 
[0054] During use, the catheter body 192 and the 
locating device 196 are retracted within the sheath 198. 
The sheath 1 98 is then guided to the left atrium LA (FIG. 
4B). The catheter body 192 and the locating device 196 
are deployed from the sheath 198. More particularly, the 
distal portion 202 of the catheter body 192 and the tip 
208 of the locating device 196 are extended from the 
distal end 212 of the sheath 198 (as shown in FIG. 8). A 
locking device (not shown) is preferably provided to 
secure the catheter assembly 190 in the deployed posi- 
tion. As previously described, upon deployment, the dis- 
tal portion 202 forms the coil 204, whereas the tip 208 
preferably assumes a coil shape. The tip 208 locates 
and is directed axially into a pulmonary vein PV as pre- 
viously described. The mapping electrodes 210 sample 
electrical activity of the pulmonary vein tissue. If the 
mapping procedure determines that the pulmonary vein 
PV requires electrical isolation, the sheath 198 is 
guided in a direction along the central loop axis C7 until 
the coil 204 contacts the left atrium LA (FIG. 4B) wall 
about the pulmonary vein ostium PVO (FIG. 4B). 
Because the catheter body 192 and the locating device 
196 are directly connected by the sheath 198, the tip 
208 effectively positively centers the loop 204 about the 
pulmonary vein ostium PVO. The electrodes 194 may 
be selectively energized with a low energy supply to 
determine which of the electrodes 194 are in contact 
with tissue of the left atrium LA. Some or all of the elec- 
trodes 194 are then energized to ablate a continuous, 
closed lesion pattern about the pulmonary vein ostium 
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PVO, thereby electrically isolating the pulmonary vein 
PV from the left atrium LA. 

[0055] While the catheter assembly 190 has been 
described as including the sheath 198 to maintain the 
catheter body 192 and the locating device 196, the 
sheath 198 may be eliminated for example, the catheter 
body 192 may alternatively be configured to include 
lumen (not shown) sized to slidably receive the locating 
device 192. In this regard, the locating device 192 may 
serve as a guide wire, with the catheter body 192 riding 
over the locating device 192 much like an over-the-wire 
catheter configuration commonly known in the art. Even 
further, the catheter body 192 may include a rapid 
exchange design characteristic for quick mounting to 
removal from the locating device 190. 
[0056] Yet another alternative embodiment of a 
catheter assembly 220 is shown in FIGS. 9A and 9B. 
The catheter assembly 220 includes a catheter body 
222 (shown partially in FIGS. 9A and 9B), electrodes 
224, stylets 226 and a locating device 228. The elec- 
trodes 224 are disposed along a portion of the catheter 
body 222. The stylets 226 are slidably maintained within 
the catheter body 222. Finally, the locating device 228 is 
slidably maintained by the catheter body 222. 
[0057] The catheter body 222 is similar to those 
previously described and includes a proximal portion 
(not shown), an intermediate portion 230, defining a lon- 
gitudinal axis L8, and a distal portion 232. The distal 
portion 232 forms a loop 234 substantially transverse to 
the longitudinal axis L8. The loop 234 revolves around a 
central loop axis C8 which, in one preferred embodi- 
ment, is aligned with the longitudinal axis L8. The distal 
portion 232 is preferably sufficiently flexible so as to be 
relatively straight in a retracted position (FIG. 9B). Fur- 
ther, the distal portion 232 has a shape memory charac- 
teristic such that the distal portion 232 forms the loop 
234 in a deployed position (FIG. 9A). For example, the 
catheter body 222 may be formed of a super elastic, 
shape memory Nitinol alloy. 

[0058] Each of the stylets 226 are relatively rigid 
shafts sized to be slidably received within lumens (not 
shown) formed by the catheter body 222. To this end, as 
shown in FIG. 9A, in a deployed position, the stylets 226 
are proximal the distal portion 232 such that the distal 
portion 232 is allowed to form the loop 234. Conversely, 
in a retracted position (FIG. 9B) the stylets 226 extend 
into the distal portion 232, thereby rendering the distal 
portion 232 substantially straight. 
[0059] The electrodes 224 are identical to those 
previously described and preferably comprise band 
electrodes disposed along the loop 234. Alternatively, a 
continuous coil electrode or counter electrode may be 
provided. 

[0060] The locating device 228 includes a shaft 236 
having a tip 238. Similar to previous embodiments, the 
tip 238 is preferably coil shaped, and includes mapping 
electrodes 240. In this regard, the tip 238 is preferably 
sufficiently flexible such that in the retracted position 



(FIG. 9B), the tip 238 is rendered relatively straight by 
the catheter body 222. Conversely, in the deployed posi- 
tion (FIG. 9A), the tip 238 assumes the coiled shape. 
Alternatively, the tip 238 may be substantially straight in 

s the deployed position. 

[0061] The catheter assembly 220 is used in a man- 
ner highly similar to that previously described. The cath- 
eter assembly 220 is initially placed in the retracted 
position (FIG. 9B), whereby the stylets 226 are maneu- 

io vered distally to straighten the distal portion 232. Fur- 
ther, the locating device 228 is retracted within the 
catheter body 222 such that tip 238 is proximal the distal 
portion 232 and is rendered relatively straight. In this 
retracted position, the catheter assembly 222 can more 

is easily be directed into the left atrium LA. (FIG. 4B) as 
previously described. 

[0062] Once in the left atrium LA, the catheter 
assembly 220 is maneuvered to the deployed position 
(FIG. 9A), whereby the stylets are moved proximally 

20 such that the distal portion 232 forms the loop 234. Fur- 
ther, the locating device 228 is maneuvered distally rel- 
ative to the catheter body 222 such that the tip 238 
extends distal the loop 234. In the deployed position, the 
locating device 228 is maneuvered in a generally axial 

25 fashion to locate and extend into a pulmonary vein PV. 
The mapping electrodes 240 map the pulmonary vein 
tissue (FIG. 4B). Where the mapping procedure indi- 
cates that the pulmonary vein P V requires electrical iso- 
lation, the catheter assembly 220 is advanced such that 

30 the loop 234 surrounds the pulmonary vein ostium PVO 
(FIG. 4B). More particularly, the catheter assembly 220 
is advanced in the direction of the central loop axis C8. 
Once again, the unique configuration of the catheter 
assembly 220 facilitates movement in an axial direction 

35 (relative to the pulmonary vein ostium PVO) as opposed 
to a radial, sliding direction required by previous abla- 
tion catheter designs. Notably, because the locating 
device 228 is directly connected to the catheter body 
222, the locating device 228 facilitates positive center- 

40 ing of the loop 234 about the pulmonary vein ostium 
PVO. The electrodes 224 are then energized to ablate a 
continuous, closed lesion pattern about the pulmonary 
vein ostium PVO, thereby electrically isolating the pul- 
monary vein PV. 

45 [0063] Yet another alternative embodiment of the 
catheter assembly 250 in accordance with the present 
invention is shown in FIG. 10. The catheter assembly 
250 includes a catheter body 252 (shown partially in 
FIG. 10), electrodes 254, a locating device 256 and a 

so guide catheter or sheath 258. As described in greater 
detail below, the sheath 258 coaxially maintains the 
catheter body 252 and the locating device 256 such that 
each of the catheter body 252 and the locating device 
256 are slidable between a retracted position and a 

55 deployed position (shown in FIG. 10). 

[0064] The catheter body 252 is virtually identical to 
the catheter body 62 (FIG. 3A) previously described and 
includes a proximal portion (not shown), an intermedi- 
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ate portion 260 defining a longitudinal axis L9 and a dis- 
tal portion 262. The distal portion 262 extends from the 
intermediate portion 260 and forms a coil or loops 264 
substantially transverse to the longitudinal axis L9. 
Alternatively, the coil 264 may form a single loop. The 
coil 264 revolves around a central loop axis C9, that, in 
one preferred embodiment, is aligned with the longitudi- 
nal axis L9. The distal portion 262, and in particular the 
coil 264, is preferably sufficiently flexible so as to 
assume a relatively straight configuration when 
retracted within the sheath 258. Further, the distal por- 
tion 262 includes a shape memory characteristic such 
that when deployed from the sheath 258, the distal por- 
tion 262 forms the coil 264 as shown in FIG. 10. 
[0065] The electrodes 254 are identical to those 
previously described and preferably comprise band 
electrodes disposed along the coil 264. Alternatively, a 
continuous coil electrode or counter-electrode may be 
provided. 

[0066] The locating device 256 includes a shaft 26b 
and a balloon 268. The shaft 266 includes a distal por- 
tion 270 and a tip 272. The distal portion 270 preferably 
forms an expansion joint 274. The tip 272 is distal the 
expansion joint 274 and preferably maintains mapping 
electrodes 276. The balloon 268 is sealed to the distal 
portion 270 of the shaft 266 about the expansion joint 
274. In this regard, the expansion joint 274 is configured 
to be manipulated between a contracted position (FIG. 
10) and an expanded position. In the expanded position, 
the expansion joint 274 extends axially so as to collapse 
the balloon 268. When collapsed, the balloon 268 can 
more easily be retracted within the sheath 258. 
[0067] The sheath 258 includes a proximal end (not 
shown) and a distal end 278, and forms at least one 
central lumen (not shown) sized to maintain the catheter 
body 252 and the locating device 256. Alternatively, a 
separate lumen may be provided for each of the cathe- 
ter body 252 and the locating device 256. Regardless, 
the sheath 258 is configured to slidably maintain each of 
the catheter body 252 and the locating device 256 in rel- 
atively close relationship. In one preferred embodiment, 
the sheath 258 is formed of a relatively soft material 
such as 35D or 40D Pebex. 

[0068] As described above, each of the catheter 
body 252 and the locating device 256 are slidable rela- 
tive to the sheath 258. In a deployed position (depicted 
in FIG. 10), the distal portion 262 of the catheter body 
252 and the distal portion 270 of the locating device 256 
extend distally from the sheath 258. More particularly, 
the coil 264 is positioned distal the distal end 278 of the 
sheath 258. Further, the distal portion 270, including the 
balloon 268, of the locating device 256 is positioned dis- 
tal the coil 264. In this position, the distal portion 270 is 
essentially aligned with the central loop axis L9. 
[0069] Prior to use, the catheter body 252 and the 
locating device 256 are retracted within the sheath 258. 
The sheath 258 is then guided to the left atrium LA (FIG. 
4B). The catheter body 252 and the locating device 256 



are deployed from the sheath 258. More particularly, the 
distal portion 262 of the catheter body 252 and the distal 
portion 270 of the locating device 256 are extended 
from the distal end 278 of the sheath 258 (as shown in 
5 FIG. 1 0). A locking device (not shown) is preferably pro- 
vided to secure the catheter assembly 250 in the 
deployed position. ■ As previously described, upon 
deployment, the distal portion 262 of the catheter body 
252 forms the coil 264. The distal portion 270 of the 
10 locating device 256, including the balloon 268. is posi- 
tioned distal the coil 264. The tip 272 locates and is 
directed axially into a pulmonary vein PV (FIG. 4B) as 
previously described. The mapping electrodes 276 
sample electrical activity of the pulmonary vein tissue. If 
15 the mapping procedure determines that the pulmonary 
vein PV requires electrical isolation, the sheath 258 is 
guided in a direction along the central loop axis C9 until 
the coil 264 contacts the left atrium LA wall about the 
pulmonary vein ostium PVO (FIG. 4B). The expansion 
20 joint 274 is contracted and the balloon 268 inflated. 
Once inflated, the balloon 268 engages the pulmonary 
vein PV. Because the catheter body 252 and the locat- 
ing device 256 are directly connected by the sheath 
258, the balloon 268 effectively positively centers the 
25 coi! 264 about the pulmonary vein ostium PVO. The 
electrodes 254 may be selectively energized with a low- 
energy supply to determine which of the electrodes 254 
are in contact with the tissue of the left atrium LA. Some 
or all of the electrodes 254 are then energized to ablate 
30 a continuous, closed lesion pattern about the pulmo- 
nary vein ostium PVO, thereby electrically isolating the 
pulmonary vein PV from the left atrium LA. 
[0070] Yet another alternative embodiment of a 
catheter assembly 290 is shown in FIG. 1 1 . The cathe- 
35 ter assembly 290 is highly similar to the catheter assem- 
bly 250 (FIG. 10) previously described, and includes a 
catheter body 292, electrodes 294, a locating device 
296 and a guide catheter or sheath 298. "me sheath 298 
coaxially maintains the catheter body 292 and the locat- 
40 ing device 296 such that each of the catheter body 292 
and the locating device 296 are slidable between a 
retracted position and a deployed position (shown in 

FIG. 11). . . 

[0071] The catheter body 292 includes a proximal 
45 portion (not shown), an intermediate portion 300 defin- 
ing a longitudinal axis L10 and a distal portion 302. The 
distal portion 302 extends from the intermediate portion 
300 and forms a coil or plurality of loops 304 substan- 
tially transverse to the longitudinal axis L10. Alter na- 
so tively, the coil 304 may form a single loop. The coil 304 
revolves around a central loop axis C10, that, in one 
preferred embodiment, is aligned with the longitudinal 
axis L10. The distal portion 302, and in particular the 
coil 304, is preferably sufficiently flexible so as to 
55 assume a relatively straight configuration when 
retracted within the sheath 298. Further, the distal por- 
tion 302 includes a shape memory characteristic such 
that when deployed from the sheath 298, the distal por- 



11 



21 



EP 1 042 990 A1 



22 



tion 302 forms the coil 304 as shown in FIG. 1 1 . 
[0072] The electrodes 294 are identical to those 
previously described and preferably comprise band 
electrodes disposed along the coil 304. Alternatively, a 
continuous coil electrode or counter-electrode may be 
provided. 

[0073] The locating device 296 includes a shaft 306 
and a wire basket 308. The shaft 306 includes a distal 
portion 310 and a tip 312. The distal portion 310 forms 
an expansion joint 314. The tip 312 preferably maintains 
mapping electrodes 316. The wire basket 308 is 
secured to the distal portion 310 about the expansion 
joint 314. With this configuration, the expansion joint 
314 can be manipulated between an expanded position 
in which the wire basket 308 is relatively flat and a con- 
tracted position (FIG. 1 1) in which the wire basket 308 
expands radially. 

[0074] The sheath 298 is highly similar to previous 
embodiments and includes a proximal end (not shown) 
and a distal end 318, and forms at least one central 
lumen (not shown) sized to maintain the catheter body 
292 and the locating device 296. Alternatively, a sepa- 
rate lumen may be provided for each of the catheter 
body 292 and the locating device 296. Regardless, the 
sheath 298 is configured to slidably maintain each of the 
catheter body 292 and the locating device 296 in a rela- 
tively close relationship. 

[0075] As described above, each of the catheter 
body 292 and the locating device 296 are slidabie rela- 
tive to the sheath 298. In a deployed position (depicted 
in FIG. 11), the distal portion 302 of the catheter body 
292 and the distal portion 310 of the locating device 296 
extend distally from the sheath 298. More particularly, 
the catheter body 292 is positioned such that the coil 
304 is distal the distal end 318. Further, the distal por- 
tion 310 of the locating device 296 is distal the coil 304. 
[0076] During use, the catheter assembly 290 func- 
tions in a manner highly similar to the catheter assembly 
250 (FIG. 10) previously described. However, the wire 
basket 308 is used to positively center the coil 304 
about a pulmonary vein ostium PVO instead of the bal- 
loon 268 (FIG. 10) previously described. 
[0077] Yet another alternative embodiment of the 
catheter assembly 330 is shown in FIGS. 12A and 12B. 
The catheter assembly 330 includes a catheter body 
332 (shown partially in FIGS. l2Aand 12B), a wire bas- 
ket 334, a locating device 336 and a stylet or guide wire 
338. The wire basket 334 is secured to the catheter 
body 332. The locating device 336 is preferably inte- 
grally formed with the catheter body 332 and includes a 
balloon 340. Finally, the guide wire 338 is slidably dis- 
posed within a central lumen (not shown) in the catheter 
body 332 and the locating device 336. 
[0078] The catheter body 332 includes a proximal 
portion (not shown), an intermediate 342 defining a lon- 
gitudinal axis L1 1 and a distal portion 344. The distal 
portion 344 maintains a proximal collar 346 and a distal 
collar 348. In a preferred embodiment, the proximal col- 



lar 346 is slidabie relative to the distal collar 348. 
[0079] The wire basket 334 is secured to the distal 
portion 344 by the proximal collar 346 and the distal col- 
lar 348. Further, the wire basket 334 includes a plurality 

s of individual wire struts 350 each maintaining an elec- 
trode 352. In a preferred embodiment, the wire struts 
350 are preferably tubular and are f luidly connected to a 
cooling source. The electrodes 352 are preferably dis- 
posed along the wire struts 350, respectively, slightly 

10 distal of a central position. With this configuration, the 
wire basket 334 can be maneuvered between a 
retracted position (FIG. 12A) and an expanded position 
(FIG. 1 2B) with movement of the proximal collar 346 rel- 
ative to the distal collar 348. Notably, in the expanded 

is position of FIG. 12B, the wire basket 334 positions the 
electrodes 352 so as to form a loop transverse to the 
longitudinal axis L1 1 . More particularly, the loop formed 
in the expanded position revolves around a central loop 
axis C1 1, that, in one preferred embodiment, is aligned 

20 with the longitudinal axis L1 1 . 

[0080] The electrodes 352 are identical to those 
previously described and preferably comprise band 
electrodes disposed along the wire basket 334. 
[0081] The locating device 336 extends distal the 

25 distal collar 348, and maintains the balloon 340 and 
mapping electrodes 354. The balloon 340 is f luidly con- 
nected to an inflation source (not shown) by a lumen 
(not shown) formed within the catheter body 332. As 
shown in FIGS. 12A and 12B, the balloon 340 is prefer- 

30 ably positioned distal the wire basket 334. Further, the 
mapping electrode 354 is positioned distal the balloon 
340. 

[0082] Prior to use, the catheter assembly 330 is 
positioned in the retracted position shown in FIG. 12A. 

35 The guide wire 338 is guided to the left atrium LA (FIG. 
4B) and into a pulmonary vein PV (FIG. 4B). The cathe- 
ter body 332, including the locating device 336, are 
guided over the guide wire 338 to a point adjacent the 
pulmonary vein. The catheter body 332 is then 

40 advanced such that the locating device 336 enters the 
pulmonary vein PV. The mapping electrodes 354 sam- 
ple electrical activity of the pulmonary vein tissue. If the 
mapping procedure determines that the pulmonary vein 
PV requires electrical isolation, the catheter assembly 

45 330 is maneuvered to the expanded position shown in 
FIG. 12B, whereby the wire basket 334 expands radi- 
ally. The catheter body 332 is then advanced axially 
toward the pulmonary vein such that the wire basket 
334 contacts the left atrium LA about the pulmonary 

so vein ostium PVO (FIG. 4B). The balloon 340 is then 
inflated so as to engage the pulmonary vein PV. Once 
inflated, the balloon 340 effectively centers the wire bas- 
ket 334, and thus the electrodes 352, about the pulmo- 
nary vein ostium PVO. The electrodes 352 are then 

55 energized to ablate a continuous, closed lesion pattern 
about the pulmonary vein ostium PVO, thereby electri- 
cally isolating the pulmonary vein PV from the left 
atrium LA. If necessary, the individual wire struts 350 
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are cooled, such as by forcing a cooling liquid through 
th wire struts 350. The balloon 340 is deflated and the 
wire basket 334 maneuvered to the contracted position 
(FIG 1 2A). The entire catheter assembly 330 may then 
be removed from the patient- Alternatively, the catheter 
body 332 may be retracted from the patient along the 
guide wire 338 and replaced with a separate catheter 
device (not shown). To this end, the catheter body 332 
may be configured to provide a rapid exchange feature, 
as would be apparent to one of ordinary skill. 
[0083] The pulmonary vein isolation catheter of the 
present invention, and in particular the substantially 
closed loop configuration, provides a highly viable tool 
for electrically isolating a vessel, such as a pulmonary 
vein, from a chamber, such as the left atrium. In this 
regard, the substantially closed loop is orientated trans- 
verse to a longitudinal axis of the catheter assembly so 
as to facilitate rapid, consistent placement of the abla- 
tion loop at a desired location along the left atrium or 
other chamber wall. This transverse orientation allows 
for guiding of the catheter assembly in a direction paral- 
lel to the axis defined by the vessel ostium, as opposed 
to a radial approach. Thus, the numerous complications 
presented by prior art sliding techniques are avoided. 
Further, due to this transverse orientation, the catheter 
assembly can further be provided with a locating device 
extending distal the ablation loop for easily locating a 
particular vessel, as well as to center the loop around 
the vessel ostium. Finally, the locating device can be 
provided with mapping electrodes such that mapping of 
the pulmonary vein in conjunction with ablation about 
the pulmonary vein ostium can be achieved with a uni- 
tary device. 

[0084] Although the present invention has been 
described with reference to preferred embodiments, 
workers skilled in the art will recognize that changes 
may be made in form and detail without departing from 
the spirit and scope of the invention. For example, the 
preferred embodiment has described electrical isolation 
of a pulmonary vein from the left atrium for treatment of 
atrial fibrillation. Alternatively, the method and appara- 
tus of the present invention may be utilized in the treat- 
ment of other cardiac arrhythmias, such as isolating the 
coronary sinus from the left atrium or isolating the out- 
flow tract (or pulmonary valve) from the right ventricle. 
Further, a number of the described embodiments have 
included a catheter body forming a single loop. Alterna- 
tively, a multi-plane coil or spiral may be formed. The 
coil or spiral may increase or decrease in diameter as it 
extends distally, or may have a uniform diameter. Addi- 
tionally, while the loop has been described as preferably 
being circular, a variety of other substantially closed 
shapes, including square, triangular, octagonal, etc. are 
equally acceptable. Also, several of the described 
embodiments have included a locating device for 
centering the loop about a pulmonary vein ostium and 
for mapping a pulmonary vein. In this regard, the locat- 
ing device may be configured to serve only as a center- 



ing device or only as a mapping device, or both. Finally, 
other features may be incorporated into the cathet r 
assembly. For example, to expedite deployment, the 
catheter assembly may be conf igured to slidably receive 
5 a guide wire used to position the catheter assembly 
within the left atrium. Even further, the catheter assem- 
bly may include a rapid exchange feature for quick 
placement over and removal from the guide wire. 



15 



20 



25 



30 



10 Claims 

1. A catheter assembly for treatment of cardiac 
arrhythmia comprising: 

a catheter body (22) including: 

a proximal portion (28), an intermediate 
portion (30) extending from the proximal 
portion and defining a longitudinal axis, a 
distal portion (32) extending from the inter- 
mediate portion and forming a substan- 
tially closed loop (34); and at least one 
electrode (26) disposed along the distal 
portion; characterised in that 

upon activation, the at least one electrode 
ablates a continuous, closed lesion pattern in a 
plane substantially perpendicular to the longi- 
tudinal axis for isolating material within the 
closed lesion pattern. 

2. "me catheter assembly of claim 1 , wherein the loop 
(34) is substantially circular. 

35 3 The catheter assembly of claim 1 or 2, wherein the 
loop (34) is sized such that the continuous lesion 
pattern has a diameter greater than a diameter of a 
pulmonary vein ostium formed in a left atrium. 

40 4. The catheter assembly of any preceding claim, 
wherein the distal portion (32) includes a loop seg- 
ment (72A-C) of at least one revolution for forming 
the loop. 

45 5. The catheter assembly of claim 4, wherein the dis- 
tal portion further includes a lateral segment 
extending laterally from the intermediate portion, 
the loop section extending from the lateral section. 

50 6. The catheter assembly of claim 4, wherein the loop 
segment revolves about a central loop axis (C2) 
substantially parallel with the longitudinal axis. 

7. The catheter assembly of claim 4, wherein the loop 
55 segment includes a proximal section and a distal 
section, and further wherein the proximal section is 
sufficiently flexible such that upon contact between 
the distal section and a tissue wall, the proximal 
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section deflects toward the distal section with fur- 
ther distal movement of the catheter body. 

8. The catheter assembly of claim 1 , wherein the dis- 
tal portion forms a plurality of loops combining to s 
form a cylinder. 

9. The catheter assembly of claim 1 , wherein the dis- 
tal portion forms a plurality of loops combining to 
form a cone. w 



19. The catheter assembly of claim 18, wherein the 
means for slidably maintaining the shaft is a sheath 
(198) coaxially receiving the shaft and the catheter 
body. 

20. The catheter assembly of any preceding claim, fur- 
ther comprising: 

a mapping device (102) for mapping tissue dis- 
tal the loop. 



1 0. The catheter assembly of claim 9, wherein the plu- 
rality of loops includes a first loop segment having a 
diameter greater than a diameter of a pulmonary 
vein ostium formed in a left atrium. 



21. The catheter assembly of claim 20, wherein the 
mapping device includes a probe tip maintaining at 
least one mapping electrode, the probe tip extend- 
15 ing distal the loop. 



1 1 . The catheter assembly of claim 1 0, wherein the plu- 
rality of loops includes a second loop segment hav- 
ing a diameter less than a diameter of a pulmonary 
vein ostium formed in a left atrium. 20 

12. The catheter assembly of any preceding claim, fur- 
ther comprising: 



22. The catheter assembly of claim 21, wherein the 
probe tip has a diameter (ess than a diameter of a 
pulmonary vein. 

23. The catheter assembly of claim 21, wherein the 
probe tip farms a conical coil. 

24. The catheter assembly of any of claim 20 to 23, 
wherein the mapping device is integrally formed 
with the catheter body. 



a locating device (86) for centering the loop 25 
about an ostium. 



13. The catheter assembly of claim 12, wherein the 
locating device (86) includes a tip (100) extending 
distal the loop, the tip being sized for placement 30 
within a vessel. 



25. The catheter assembly of claim 19, wherein the 
mapping device includes an elongated shaft having 
a probe tip at a distal end thereof, the catheter 
assembly further comprising: 



14. The catheter assembly of claim 13, wherein the tip 
(100) forms a coil, at least a portion of the coil defin- 
ing a diameter approximating a diameter of a pul- 35 
monary vein. 

15. The catheter assembly of claim 13 or 14, wherein 
the locating device (138) further includes an bal- 
loon (1 36) positioned distal the loop. 40 

16. The catheter assembly of claim 13 or 14, wherein 
the locating device (168) further includes an 
expandable wire basket (166) positioned distal the 
loop. 45 

17. The catheter assembly of any of claims 12 to 16, 
wherein the locating device is integrally formed with 
the catheter body. 

so 

18. The catheter assembly of claim 12, wherein the 
locating device (196) includes an elongated shaft 
proximal the tip, the catheter assembly further com- 
prising: 

55 

means (198) for slidably maintaining the elon- 
gated shaft relative to the catheter body. 



means for slidably maintaining the elongated 
shaft relative to the catheter body. 

26. The catheter assembly of claim 25, wherein the 
means for slidably maintaining the shaft is a sheath 
coaxially receiving the shaft and the catheter body. 

27. The catheter assembly of any preceding claim, 
wherein the intermediate portion includes a proxi- 
mal section and a distal section adjacent the distal 
portion, the distal section configured to be more 
flexible than the proximal section for allowing 
deflection of the distal portion relative to the proxi- 
mal section. 

28. The catheter assembly of any preceding claim, fur- 
ther comprising: 

an elongated guide body having a central 
lumen and defining a proximal end and a distal 
end, the catheter body being slidably main- 
tained within the central lumen such that in a 
deployed position, the distal portion of the cath- 
eter body extends distally from the distal end of 
the guide body, and in a retracted position, the 
distal portion is proximal the distal end; 
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wherein the distal portion is substantially 
straight in the retracted position. 

29. The catheter assembly of any preceding claim, 
wherein the distal portion is made of a shape mem- s 
ory material such that the distal portion forms the 
loop in the deployed position. 

30. The catheter assembly of any preceding claim, 
wherein the catheter body includes a central lumen 10 
extending from the proximal portion to the distal 
portion, the catheter assembly further comprising: 

a stylet slidably maintained within the central lumen 
for selectively rendering the distal portion substan- 
tially straight. is 

31. The catheter assembly of any preceding claim, 
wherein the distal portion includes a basket main- 
taining a plurality of electrodes, the basket being 
selectively expandable to position the electrodes in 20 
a loop configuration transverse to the longitudinal 
axis. 

32. The catheter assembly of any preceding claim, 

wherein the substantially closed loop is transverse 25 { 
to the longitudinal axis. 

33. The catheter assembly of any of claims 1 to 31, 
wherein the loop defines a central loop axis sub- 
stantially parallel to the longitudinal axis. 30 
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